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Food and Drug Administration, HHS § 630.63

when used under comparable condi-
tions.

[46 FR 8956, Jan. 27, 1981, as amended at 50
FR 4138, Jan. 29, 1985]

§ 630.62 Production.

(a) Virus cultures. Rubella virus shall
be propagated in duck embryo cell cul-
tures, rabbit renal cultures, or in a cell
line found by the Director, Center for
Biologics Evaluation and Research, to
meet the requirements of § 610.18(c) of
this chapter.

(b) Virus propagated in duck embryo
tissue cell cultures. Embryonated duck
eggs used as a source of duck embryo
tissue for the propagation of rubella
virus shall be derived from flocks cer-
tified to be free of avian tuberculosis,
the avian leucosis-sarcoma group of vi-
ruses, reticuloendotheliosis virus, and
other agents pathogenic for ducks.
Only ducks so certified and in overt
good health and which are maintained
in quarantine shall be used as a source
of duck embryo tissue used in the prop-
agation of rubella virus. Ducks in the
quarantined flock that die shall be
necropsied and examined for evidence
of significant pathologic lesions. If any
such signs or pathologic lesions are ob-
served, eggs from that flock shall not
be used for the manufacture of Rubella
Virus Vaccine Live. Control vessels
shall be prepared, observed, and tested
as prescribed in § 630.32(f).

(c) [Reserved]
(d) Virus propagated in rabbit renal tis-

sue cell cultures. Only rabbits in overt
good health which have been main-
tained in quarantine individually caged
in vermin-proof quarters for a mini-
mum of 6 months, having had no expo-
sure to other rabbits or animals
throughout the quarantine period, or
rabbits born to rabbits while so quar-
antined, provided the progency have
been kept in the same type of quar-
antine continuously from birth shall be
used as a source of kidney tissue. Ani-
mals shall be free of antibodies for
agents potentially pathogenic for man
unless it has been demonstrated in the
license application that the tests re-
quired by § 630.65(c) to be performed on
each lot of vaccine are capable of de-
tecting contamination of agents capa-
ble of producing such antibodies.

(1) Rabbits used for experimental pur-
poses. Rabbits that have been used pre-
viously for experimental or testing
purposes with microbiological agents
shall not be used as a source of kidney
tissue in the production of vaccine.

(2) Quarantine and necropsy. Each
rabbit shall be examined periodically
during the quarantine period as well as
at the time of necropsy under the di-
rection of a qualified pathologist, phy-
sician or veterinarian having experi-
ence with diseases of rabbits, for the
presence of signs or symptoms of ill
health, particularly for evidence of tu-
berculosis, myxomatosis, fibromatosis,
rabbit pox, and other diseases indige-
nous to rabbits. If there are any such
signs, symptoms or other significant
pathological lesions observed, tissues
from that colony shall not be used in
the production of vaccine.

(3) Control vessels. Control vessels
shall be prepared, observed and tested
as prescribed in § 630.32(f).

(e) Passage of virus strain in vaccine
manufacture. Virus in the final vaccine
shall represent no more than five cell
culture passages beyond the passage
used as the seed strain for the manu-
facture of the vaccine used to perform
the field studies (§ 630.60(d)), which
qualified the manufacturer’s vaccine
strain for license.

(f) Cell cultures in vaccine production
areas. Only the cell cultures used in the
propagation of rubella virus vaccine
shall be introduced into rubella virus
vaccine production areas.

(g) Test samples. Test samples of
rubella virus harvests or pools shall be
withdrawn and maintained by follow-
ing the procedures prescribed in
§ 630.32(g).

[38 FR 32068, Nov. 20, 1973, as amended at 40
FR 11719, Mar. 13, 1975; 47 FR 24699, June 8,
1982; 50 FR 4138, Jan. 29, 1985; 55 FR 47876,
Nov. 16, 1990]

§ 630.63 Reference virus.

A Reference Rubella Virus, Live,
shall be obtained from the Center for
Biologics Evaluation and Research as a
control for correlation of virus titers.

[38 FR 32068, Nov. 20, 1973, as amended at 49
FR 23834, June 8, 1984; 55 FR 11013, Mar. 26,
1990]
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